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Device Name

Proprietary Device Name: NeMa-st

Establishment Name and Registration Number of Submitter

Name: Nevomatrix Ltd.

Corresponding Official: Dan Laor
Sireni 6, Haifa 32972, Israel
TEL: 972-4-8246632

Device Classification

Product Code: GZJ

CFR section: 882.5890

Panel Identification: Neurology
Device Description: Stimulator, nerve, transcutaneous, for pain relief
Classification: Class II Product

Reason for 510(k) Submission

Traditional 510(k) Submission

Identification of Legally Marketed Predicate Devices

K062354 Vectra Genisys
K060517 Pointer Excel

Device Description

The NeMa-st is a pain relief treatment console, which includes Screen, Mouse, Keyboard,
Processor, embedded Software, Power Supplies and the stimulator circuitry and probes.

Intended use and indications for Use

NeMa-st is intended for Transcutaneous Electrical Nerve Stimulation (TENS) for back
pain relief. NeMa-st is indicated for the relief and management of symptomatic chronic
or intractable back pain and/or post-surgical back pain and/or post trauma back pain.

Safety & Effectiveness

The device has been designed, verified and validated complying to 21CFR 820.30 regulations.
The device has been certified to IEC 60601-1, IEC 60601-1-2 & IEC 606012- 10 Safety
standards. This certification and the results of performance bench and validation testing
demonstrate the device safety and effectiveness.

Substantial Equivalency

It is Nervomatrix opinion that the NeMa-st is substantially equivalent in terms ofsafety
and effectiveness to the predicate devices.








